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I'ilcd: July 2 U 2000 

AMENDMENT AND RESPONSIi: 1 0 OFFICE ACTION 

Remarks 

Claims 28-30, 41 and 43-45 arc pending. Claim 41 has beea amended as discussed 

below. 

Rejection Under 35 § 102 

Claims 30, 41, and 43-45 were rejected under 35 U.S.C, § 102(b) as being anticipated by 
U.S. Patent No. 5*632,97 1 to Yang. Applicants respectftiHy traverse this rejection to the extent 
that it is applied to the ckiims as amended. 

(ASL Patent No, 5,632,97! to Yang 

Yang describes an empty medicinal capsule including a cap member containing a cap 
circumferential slot (3"*) and at least one raised member disposed on the inner surface thereof, 
and a body member containing a body circumferential slot (3). whereby the cap member 
circumferential slot and the body member circumferential slot can be slidably locked with each 
other (abstract). A plurality of raised triangular slots (7) formed on the inner surface of the cap 
member prevent final locking ol'the capsule when in a prelocking slate (coK 3, lines 32-38) and 
prevent the separation of the cap and body members once the capsule is in a final locking state 
(col. 4, lines 4-1 2), Yang discloses a medicament capsule with raised members and slots which 
orient the top portion of the capsule with the bottom portion of the capsule. Yang does not 
suggest the use of this capsule in an inhaler which is specifically fitted lor the medicament 
capsule. Yang mentions that the cap and body member should be aligned so that the label 
printed on the capsule is in alignment, but does not suggest that this label Ls placed on the keying 
surface (col. 2. lines 13-16). 
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AM ENDMEINT AND RESPONSE TO OFFICE ACTION 

Claim 4) defines a capsulo (1) to contain drug for use in an inhaler comprising (2) at least 
one keying surface on an outside surface of a distal end of the capsule that is (a) adapted u> orient 
ihe capsule within the inhaler or (b) identifies the drug to be placed in the capsule. Claim 4 1 has 
been amended to include a feature specific for use in an inhaler, the feature ofat least one hole 
allowing air (or other gas) to enter in, through, and out of the capsule, thereby providing a means 
lor delivery of the medicament. Support for this amendment is found at page 10, lines 4-15. 
Claim 30 defines the capsule of claim 4 1 fiinher including a medicament. 

-ITie Examiner considers slots 3' and 7 to be keying surfaces. As discussed above, cap 
circumferential slot (3') and raised triangular slots (7) are not mechanisms to orient the capsule 
within an inhaler, but rather means for locking the top portion of the capsule to the bottom 
portion of the capsule (ool. 4. lines 4-12). I-urthermore, slots 3' and 7 are clearly not located in 
the .same location as disclosed in the present invention. Claim 41 has been amended to clarify 
that the keying surfaces are found on the outside surface of the distal ends of the capsule. 
Support for this amendment can be found on page 1 ], lines 14-18 and in Figures 7 and 18. 

The capsule described by Yang is clearly structurally different from the claimed capsule. 
Slots 3' and 7 as described by Yang are near the ctoscd ends of the capsule, but arc not located 
on the distal ends (e.g., the top and bottom of the capjjule). The capsule of Yang would, if placed 
in an inhaler, orient within the inhaler differently than the claimed capsule. Furthermore, there is 
no suggestion that the cap cireumferential slot (3') or raised triangular slots (7) could be moved 
to the distal ends of the capsule, while .still maintaining the locking mechanism of the capsule 
claimed by Yang. In response to the Examiner's commcnl that the inhaler is not positively 
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AMENDMENT ANU RESPONSE TO OFFICE ACTION 

recited, please note that both claim 41 and claim 42 recite the fiinctional limitation that the 
keying surface is 'adapted lo orient the capsule within the inhaler.' MPFP § 2173.05(g) explains 
that "fa] ftinctional limitation is an attempt to define something by what it dc>es, rather than by 
what it is. There Ls nothing inherently wrong with defining some pan of an invention in 
functional terms." In thi.s case, the keying surface must .specifically fit the inhaler corresponding 
to the particular medicament capsule, such that it orients the capsule within the inlialer. 

There is no di.sclosure at all of a hole in the capsule to allow air into and out of the 
capsule, allowing the capsule to be used in an inhaler. Indeed, Yang teaches away from such a 
capsule by emphasizing the need for the capsule to lock and seal. 

7 hcreforc, Yang does not anticipate claims 30 and 41 . 

Claim 43 defines the cap.sule ofclaim 41 wherein the keying surface is adapted to orient 
the capsule within the inhaler. Claim 44 defines the cap.sule ofclaim 4 1 wherein the keying 
surlace identifies the drug to be placed in the capsule. Claim 4.-5 defines the capsule ofclaim 41 
comprising a keying surface on the outside of one end which is adapted to orient the capsule 
within the inhaler and a keying surface on the outside of the other end which identifies the drug 
to be placed in the capsule. 

As discussed above, Yang does not disctose the u.se ol'keying surfaces to orient the 
capsule within the inhaler as in claim 4.1. Furthermore, the keying surfeces are not located on the 
distal ends of the capsule. Yang docs not di.sclose a capsule wherein the keying surface identifies 
the drug to be placed in the capsule as in claims 44 and 45. Yang di.scus.ses placing a label on the 



vm: iiti 

078374/00002 



PAGE 9110* RCVD AT 1/21/2004 5:58:19 PM (Eastern Standard Time] * SVR:USPTaEPXRF-1f2 ' DNIS:8729306 * CSID:706 283 7737 * DURATION (mm-s$):0246 



Jan ^1 04 07: 14p Patrea Pabst 



706 283 7737 



p. 10 
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FiJcd: July 21,2000 

AMENDMENT AND RESPONSE TO OFFICE ACTION 

capsule. Therefore, Yang cannot anticipate claims 43-45. 

Allowance ofciaims 28-30, 41 and 43-45 is respectfully solicited. 

Respectfully submitted. 
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